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ALOE VERA PHARMACEUTICAL COMPOSITIONS 



10 



TCATFTFTn 

The present invention relates to orally ingestible, pharmaceutical 
compositions containing aloe vera as a taste masking agent. 

BACKGROIJK m OF THE TNyFTST TO N 
Individuals having diflSculty swallowing tablets and capsules usually prefer 
chcwable, quick-dissohong or liquid dosage forms. Oftentimes, however, the 
pharmaceutical actives incorporated into such dosage forms have a strong bitter 
taste. This is particularly true whm pharmaceutical actives containing amine or 
amido groups or salts thereof are concerned. Aesthetic qualities sudi as taste and 
after-taste are important concwns for user acceptability. Products with poor flavor, 
bad after-taste or other negative aesthetics may limit ovcraU user acceptability 
1 5 initially and over an extraded period of time, eventual^ limit usage and compliance. 
Sweeteners and flavors, along with various diluents, have been used as 
exdpients or fillers in an Bttexnpt to minimize or mask such unpleasant or bitter tastes 
(or after-tastes). More recently, howew, the focus has shifted to coating or 
structural matrix forms of taste masking. Conqx>sitions employing such technology 
20 have incorporated agents such as silicate days. U.S. Patent 3.140,978 and U.S. 
PatCTt 4 . g81 . 23^ ; acrylic add copolymers, U S, Patent 5,286 489- gums, U.S. Patent 
5,288,^00; and waxes in an effort to fiuther provide inq»roved tastii^ pharmaceutical 
compositions. 

There still remains, however, a need for additional pharmaceutical 
25 conqx>sitions incorporatixig unpleasant tasting pharmaceutical actives which provide 
improved taste masking of the unpleasant tastirig pharmaceutical active. The present 
inventor has discovered that the compositions of the present invention with at least 
one uiq)leasant taking pharmaceutical active and which contain an aloe vera 
component provide improved tasting, orally administered, pharmaceutical 
30 compositions. 

It is therefore an object of the present invention to provide improved tasting, 
oral compositions. It is a further object of Ae present invention to provide improved 
ta^g compositions containing at least one pharmaceuticalty active ingredient. A 
still further object of the present invention is to provide a method of reducing or 
35 abating the symptoms associated with the common cold, respiratory disorders, 
gastrointestinal disorders and allergies using improved tasting compositions 
containing at least one pharmaceuticaUy active ingredient. A still even further object 
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of the present mvendon is t provide a method of making improved tasting, quick 
dissolving, fireeze (or vacuum) dried compositions containing at least ne 
pharmaceuticaily active ix^gredient. 

SUMl^YOFTHEINfVENTION 
5 The present invention rdates to a pharmaceutical composition suitable for 

oral administration conqmsing: 

a) a safe and efife^ive amount of at least one unpleasant tasting, 
pharmaceutical active; and 

b) an effective amount of an aloe vera component for taste masking the 
10 unpleasant tasting, pharmaceutical active 

wherein the aloe vera component contains no more than about 1% anthraquinones 
and wherdn the ratio of pharmaceuticai active to aloe vera component is at least 
1.5:1. 

By "safe and effective amount," as used herein, is an amount that is effective 
IS to mitigate and/or treat the symptoms for which the active ingredient is indicated in a 
human without undue adverse side effects commensurate with a reasonable 
risk/benefit ratio. 

By the term "pharmaceuticaily acceptable oral carrier," as used heran, means 
a vehicle suitable for oral administration by ingestion in a safe and effective manner. 
20 By the term "decolorized," as used herein, describes aloe vera products 

having undergone a single (or adifitional) filtration or extraction step to remove 
excess anthraquinone derivatives. 

The pH of those compositions herein described raiige firom about 3.5 to about 
9.5, with the prefiened pH being from about 4.0 to about 6.0 and the most preferred 
25 pH bdiig 4.0 to about 5.0. 

PFTATT rFP PF^fT^^^N OF the invention 
The compositions of present invention contain essential components as 
well as various nonessential components as indicated below. 

ESSENTIAL COMPONENTS 

30 Aloe Vera 

The first essential component of the present invention is an aloe vera 
component having anthraquinone levels of no more than about 1%. The aloe vera 
component herein is derived firom the leaves of Aloe vera Unne^ Mddch is the source 
of both aloe vera gd and aloe vera latex. These two products differ both chemical^ 
35 and thenqieutically. Aloe vera gd is a dear, thin, gdatinous material btained by 
crushing the parenchymal tissue found in the inner leaf tissue. Aloe latex is that 
material obtained fiom the dried latex of the aloe vera leaf Aloe latex (or juice) has 
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for centuries been used as a potent cathartic. Aloe vm gd is prepared from the leaf 
by various procedures^ all f v/hidi involve its separati n not only from the inner 
cdlular debris, but, espedaOy, fix>m the specialized pericyclic tubules which lie just 
beneath the leaf epidmnis or rind. A more detailed discussion of these procedures 
S can be found in U S Patent 4 735 to McAnaUey, issued April S, 1988; ILS. 
Patent 4.178,372 to Coa^ tMugd IW«ntv>r 1 1 1979: and U.S. Patent 3 892 853 tn 
Cobble, issued July 1, 1975; aO of i^ch are herein incorporated by reference. A still 
farther discussion can be found in Di. Smothers, Drug & Co itmi'tiiy TlAlgt^Y. 
132(1): 40, 77-80, 1983. Present in the gd is a polysaccharide glucomannan, similar 
10 to guar gum, bdieved to account for the gel*s emollient effect. Additionally, since 
the gd is separated from the latex pericydic tubules, it is substantially free of 
anthraquinone glycosides, the cathartic actives of aloe latex. The aloe vera 
conqKment suitable for use fai the present invention contains anthraquinone levels of 
no more than about 1%, preferabiy no more than about 0.5%, and is available in a 
15 variety of forms. Such forms indude aloe vera gd, aloe vera gd decolorized, doe 
vera gd thickened, aloe vera gd concentrate (10:1X decolorized aloe vm gd 
concentrate (10:1X aloe vera spray dried powder (100:1) and doe vera freeze dried 
powder (200:1). Alternatively, the compositions of the present invention may 
incorporate decolonized doe vera whole leaf (1:1, 2:1 or 4:1) having anthraquinone 

20 ievds of no more than about 1%, preferably no more than about 0.5%. However, 
preferred for use in the compositicms of the present invention is doe vera gd, the 
aloe vera freeze dried powder or the aloe vera spray dried powder, more preferably 
the doe vera fiMze dried powder or the aloe vara spn^ dried powder. Suitabledoe 
vera gds or decolorized doe vera products can be obtained from Aloecorp 

25 (Hariingen, Texas). The aloe vera component can be incorporated in the 
compositions of the present invention preferably at a wdght ratio of pharmaceuticd 
active to doe vera component of at least about 1.5:1, more preferably at a wd^t 
ratio of pharmace ut icd active to aloe vera conq)onent of at least about 1.7:1. 
Pharmaceutical Actives 

30 Pharmaceuricdhf accept able actives. Pharmaceutical^ acceptable actives 

which have an unpleasant taste which are usefol in the present invention indude 
actives sdected from among the various grwps of chemicd compounds or materids 
suitable for ord administration and having a pharmacologicd action. Mixtures of 
various pharmaceuticd actives may also be used. These pharmaceutically accq>table 

35 actives should be conqiatible with the other essentid ingredients and compatible in 
combination with ther induded active materids r compounds and can be pr^ent at 
a levd of from about 0.01% to about 90%, preferably from about 0.1% to about 
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75%, more preferably from about L0% to about 50% and most preferably from 
abmt 1.0% t about 25%. Suitable pharmaceudcally acceptable active materials r 
compounds mi^ be selected from, tmt are not limited to: bronchodilators, 
anorodants^ antihistamiiiea; nutritional supplements (such as vitamins, minerals^ fittty 
5 actds» amino adds» and the likeX laxatives, analgencs, antadds^ H2*reccptor antago- 
nists. antidtarrheals» decongestants, antitussives, antinauseants, antiiniat>bials, anti- 
fungals, antivirals, expectorants, and-infiammatory agents, antipyretics, their 
pharmaceudcally acceptable salts and nuxtures thereof 

The term "pharmaceutically accqitaUe sahs" refers to sahs prepared from 

10 pharmaceudcally acceptable non-toxic bases inchjdtng, but riot liintt^ inorganic 
bases and organic bases. Saks derived from inoiganic bases inchide sodium, 
potasshmi, lithium, ammonia, calcium, magnedum, ferrous, zinc, manganous, 
aluminum, ferric, manganic salts and the like. Salts derived from pharmaceudcally 
acceptable organic non-toxic bases indude salts of primary, secondary, tertiary and 

15 quaternary amines, substituted amines including naturally occurring substituted 
amines, cyclic amines and banc ion exchange resins, such as triethylamine, 
tri|m>p^amine, 2-dimetfaylaiinnoeduuiol, 2-dieth^aminoethaiiol, lysine, ar^nine, 
Ustidine, caffeine, procaine; N-ethylpiperidme, hydrabamine, choline, betaine, 
ethyienediamine, ghicosamine, methyl^ycamine, theobromine, purines, piperazine, 

20 piperidine, polyamine resins and the like. 

Examples of decongestants usefid in the compositions of the present inven- 
tion indude pseudoephedrine, phenylpropanolamine, frfienylcphrine and q>hedrine, 
their pharmaceutically acceptable salts, and mb ct ur es thereof 

Exanqples of antitussives usefid in the compositions of the present invention 

25 indude dextromethorphan, ddopedianol, carbetapentane, caranuphen, noscapine, 
diphenhydramine, codeine, hydrocodone, hydromorphone, their pharmaceuticaDy ac- 
ceptable saks^ and mbctures thereof 

Examples of expectmnts (also known as mucolytic agents) usefid in the pre- 
sent invention indude: guaifenesin, terpin hydrate, ammonium chloride, N- 

30 acct^cysteine, and ambroxol, their pharmaceutically acceptable salts, and nuxtures 
thereof 

Examples of aiudgeacs usefid in the present invention indude; morphine, co- 
deine, meperidine, pentazodne, propoxyphene, acetaminophen, aOopurinol, acetyl- 
salicyiic add, choline salicylate, ketoprofen, magnesum silicate, fenoprofen, ibupro- 
35 fen, flurbiprofen, ind methadn, naproxen, and mai^ others and thdr 
pharmaceutically acceptable sahs and nuxtures thereof 
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Exanq)les f antilustamin^ usdul in the present invention include; brom- 
pheniFamine, chlorpheniiBmine, demasttne, dexchlorpheniramine, diphenhydramine, 
doxylamine, promethazine, terfenadine, triprolidine and many others and their phar- 
maceuticaily acceptable salts and mixtures thereof. 
5 Analgesics, decongestants, antihistammes. expectorants and antitussives, as 

weU as their acceptable dosage ranges are described in U.S. Patent 4 783 46^ t n Run, 
shine et al.. issued November 8, 1988. and U.S. Patent 4 61 Q 934 to Sunshine et al.. 
issued October 28, 1986, which are incorporated by reference herein. 

Examples of gastrointestinal agents suitable for use in the present invention 
10 include anticholinerpcs. inchiding atropine. cBdinhmi and dicy^ 

eluding aluminum hydroxide, bianuth subsalicylate, caldum carbonate and 
magaldrate;H2-receptor antagonists inchiding: dmetidine, ftmotidine, nizatidine and 
ranitidine; laxatives, including: phenolphthaletn and casanthrol; and antidiarrheals 
inchiding: diphenox^ate and loporamide. 

IS Furtherexamplesof suitable analgesics, decongestants, antitussives, expecto- 

rants and antihistamines as well as bronchodilators. anorexiants, laxatives, antiemet- 
ics. antimicrc4»als. antibacterials. antifimgals. anti-inflammatory agents, anttvirals. 
antipyretics, nutritional ^upfiments, anticholinergics, antacids. H2-receptor antago- 
ni^ antidiarrheals and other miscdianeous gastrointestinal compounds and their ac- 

20 ceptable dosage rariges are described in Remington's P harmaceutical Sd«ic^ pp. 
734-789, 791-799. 861-868, 907-945, 875-888. 1002-1034, 1098-1121. 1124-1131. 
1173-1224, 1232-1241 (Alfimso ILGennaro, editor) (18th ed. 1990). herein incor- 
porated by reference. 
Pharmaccuticalhf Acceptable Carrier 

25 Various oral dosage fimns can be used, induding such solid forms as tablets, 

diewables^ granules, lozenges and Imlk powders and liquid forms such as syrups and 
suq>ensions. These ord fonns coniprise a safe aiid efifective amount, usually at least 
about 0.1% of the aloe vera and active component Solid ord dosage forms 
preferably contain fiom about 5% to about 95%. more prefierably from about 10% to 

30 about 95%, and most prefierably from about 25% to about 95% of the active compo- 
nent. Liquid ord dosage forms preferably contain from about 0J% to about 50% 
and more preferably fixmi about 1% to about 25% and roost preferably from about 
3% to about 10% of the doe vera and active conq)onent. 

Td)lets can be compressed, tablet triturates, or multiple compressed, contain- 

35 ir^ "^SSe^inders.^Sncants. diluents, di^^^ii^agentv^coloring^agents, 
flavoring agents, preservatives and flow-inducing agents. 
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Liquid ral dosage fbnns indude aqueous and nonaquemis solutions, emul- 
si ns, suspensi m, and solutions and/ r suspensi ns reconstituted from non- 
eServescent granules^ containing siutable solvents, preservatives, emulsifying agents, 
suspending agents, diluents, sweeteners, colorii^ agents, and flavoring agents. 

S Specific examples of phannaceutically aocq>table carriers and ex^nents that mi^ be 
used to formulate oral dosage forms, are described in U.S. Patent 3.903.297. Robert, 
issued September 2, 1975» incorporated by reference herein. Techniques and 
compositions for making solid oral dosage forms are described in Marshall, "Solid 
Oral Dosage Forms," Modem Pharmaceutics, Vol. 7 (Banker and Rhodes, editors^ 

10 359^27(1979), incorporated by refimnoe herein. Techniques and conq>ositions for 
making tablets (compressed and molded) and pills are described in Rpnington's 
Pharmaceutical Sciences (Arthur Osol, editor), 1553*1593 (1980), incoriK>rated 
herem by reference. 

In preparing the liquid oral dosage forms, the aloe vera and active component 

15 is incorporated into an aqueous-based orally aocqrtable pharmaceutical carrier 
consistent with conventional pharmaceutical practices. An "aqueous*based orally 
acceptable pharmaceutical carrier" is one wherein the entire or predominant solvent 
content is water. Typical earners iKfaide simple aqueous sohitions, syrups, 
dispersions and suspensions, and aqueous based emulnons such as the oil-in-watcr 

20 type. The most preferred carrier is a suspension of the pharmaceutical compoation 
in an aqueous vehicle containing a suitable su^>ending agent. Suitable suspending 
agents include Avicd RC-591 (a microaystalfine ceSulose/sodium carboxymetfayi 
cdhdose mbcture available firom FMCX guar gum and the like. Such suspending 
agents are wdl known to those skilled in the art Wlule the amount of water in the 

25 c omp o siti ons of this invention can vaiy over quite a wide range depending upon the 
tc^ wet^ and vohmie of the aloe vera and active component and other optional 
non-active ingredients, the total water content, based on the weight of the final 
conq;>osition, wiD generally range fiiom about 20 to about 75%, and» prefi^ly, fitmi 
about 20 to about 40%, by wd^t/volume. Methods for preparations and 

30 mamifiicture of solutions, suspensions, and emulaons are discussed in Remington's 
Pharmaceutical Sciences (Alfonso K (jennaro, editor 18th ed ), pp 1519-1544, 
herein incorporated by reference. 

AMiough water itsdf may make up the entire carrier, tyirical liquid for- 
mutations preferably contain a co-sohrent, for example, prop^ene glycol, glycerin, 

35 soibitol sohition and tte like, to assist sohibilization and incorporati n of water- 
insoluble ingredients, such as flavoring ib and the like into the composition. In 
general, therefore, the compositions of this invention preferably contain fit)m about 5 
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to about 25 vohuncArolume percent and, most preferably, from about 10 1 about 20 
volume/ volume percent, f the co-solvent 

The compositions of the present invention may also be incorporated into 
rapidly dissolving carriers or dosage forms. Suitable rapidly dissohdng carriers can 
5 incorporate efovescent or other water-dtspersible substances which, when dried, 
rapidly di^tegrate upon coming into contact with an aqueous liquid. Suitable 
egcrvcscent technology is described in U.S. Patent 5 178 RIR lAmmry 19 1993. to 
Wehling et al and in fiirther detafl in Chapter 6 of Pharmaceutical Dosaire Fofn»: 
laMstt Vol. I, 2nd ed., A Liebcrman eA, 1989, Maicd Dckker, Inc.; both of which 
10 are herein incorporated by reference. 

Similariy, rafrid dissolution may be achieved by incorporating the aloe vm 
and active mixture into a freeze dried form. Freeze-drying or lyophilization fedlitates 
disint^radon of the composition by forming the dried compoation into an open 
matrix network. In most cases, this results in rapid permeation by the aqueous 
15 media, promoting tinie^ddivery of the product's ac^tngredie^ Suitable meth- 
ods of freeze dryii^ are wdl known in the art and commonly eniployed. Any suitable 
conventional method of freeze-diying may be utilized. A preferable method of 
fiieezing and drying is to fiist freeze the conq)oation and then dry the composition to 
a final mcMsture content ofabout 2% to about 5%. Suitable methods of fieeze-drying 
20 and production are taught by U.S. Patent 4 642 g03 February 17, 1987, to Davies, 
U.S. Patent 4 946 684 August 7, 1990, to Blank et al., U.S. Patents 4 305 502 and 
4,371,? 1$, issued December IS, 1981 and February 1, 1983 respectively, to Gregory 
«^ aL> and U.S. Patent 5 188 825 February 23,1993, to Des et al.; which are aD in- 
corporated herein by reference. 
25 Aheroativeiy, the compoattons of the present invention may be vacuum dried. 

Vacuum diying invohres at least the partial drying of componticMis at temperatures 
above compositicms' coDapse tenq>erature. Freeze diying, on the other hand, 
tnvohresthediyii9ofcon4>oshionsattenq)entturesbdowtheconn^^ cdliqise 
temperature. Any suitable method of vacuum diying m^ be used. Suitable vacuum 
30 diying processes are described in U.S. Patent 5,298,261 to Peblcy et al., issued 
March 29, 1994, herein incorporated by reference. 

One other form of &st dissolving technology that may be ^licable to the 
present invention is a liquid/liquid extract devdoped by Janssen Pharmaceutica Inc. 
and is identified by the trade name Quidcsohr^. This technology is fiiUy described in 

35 U.S. Patent 5.215 756 hgrriii ifirftrjv%nit^ Ky r^^rm^ 

NONESSENTIAL COMPONENTS 
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Persons skilled in the art will quiddy realize many other ingredients wiO be 
suitable for inclusion into the present invention. Nonessential components include; 
but are not limited to: coloring agots; flavoring agents, inchufing: vanilla, cherry, 
gnq)e; cranberry, orange; p ep p er min t, sqiearmint, anise, blueberry raspberry, banana, 
S chocolate, caramd, strawberry, lemon, lime, menthol and Prosweet^ NfMSO (a 
combination of natural and artifidal fiavon and propylene glycol, available fixmi 
Vir^nia Dare Extract Co., Inc., Brooklyn, NY); sweeteners^ induding saccharin, 
dextrose, levulose, sucrose, fiuctose, cydamate, mannitol, aspartame, and acesul&me 
K, along with many others; suspending agents, induding xanthum gum, acacia gum, 
10 carboxymeth^cdhilose, starch and methylcdlulose; preservatives; rdeasing agents, 
induding polysori>ate 80, sodium koiryl sulfide, vegetable oQs and magnesium 
stearate; and water. 

Another preferred nonessential component of die present invention is a cool- 
ing agent or a combination of cooling agents. Suitable cooling agents are those des- 

15 cribed in U S Patent 4 136 163. Januaiy 23, 1979, to Watson et al., U.S. Patents 
4.03Z661 and 4,230-688- June 28, 1977 and O&cbet 28, 1980, req>ectively, to 
RowseU et al and U.S. Patfllt November 30, 1993 to Grub et aL, all of 

which are herein incorporated by reference. Particularly pr e fg re d cooling agents 
indude N-^thyi-p-menthane-3-carboxamide (WS-3 supplied by Sterling Qrganics) 

20 taught by the above incorporated U.S. Patent 4J36J63 and N,2,3-trimeth^2- 
isoprop^butanamide wUch is commerdaDy available as WS-23 from Wilkinson 
Sword Limited and tau^ by the above i n corpora t ed U.S. Patmt 4.230.688 . 
Another pardcularly preferred cooUiq agent is 3-1-menthoxypropane 1,2-diol (TK- 
10 supplied by Takasago Perfiimeiy Co., Ltd., Tokyo, Jiqum). This material is 

25 described in detail in U.S. Patent 4.459,425, July 10, 1984 to Amano et al. and 
incorporated herein by reference. 

The following examples fiirther describe and demonstrate embodiments 
within the scope of the present invention. The examples are given soldy for the pur- 
30 pose of iUustration and are not to be construed as limitations of the present invention, 
as many variations are possible without dq>arting from the spirit and scope of the in- 
vention. 

EXAMPLEl 



magnesium stearate O.SOOO 

35 sortnt I, compressed S2.S70 

sOiconedioxidel 0.1000 

citric add, anhydrous 6.2S00 
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sodium bicarbonate 18.750 

flavor, spray dried O.SOOO 

pseudoephedrineHQ 12.000 

brompheniramine maleate 0.8000 

5 aloe freeze-dried powder 8.5300 



1 Available as Cab-o-sil from Cabot Corporation, Tuscola, Illinois. 

In an appropriately sized container, with Lightnin™ mixer (model #TS2010 
(or a high shear homogenizer set at 30 to 50 RPM)) mbdng at qyproximatety 250 to 
1000 RPM, add the foUowintg agents allowing each to dissohre before adding the 
10 next. Mfac vigorously (250 to 1000 RPM) for 45 minutes. Dry mixture in 45 ""C 
oven for 12 hours or until moisture is drivra off! Grind dry mixture to particle size 
suitable for con4)ressng. 

Dty blend via conventional blending methods (e.g., V- blender) the 
compressible sorbitol, magne^um stearate, dextromethorphan HBr, silicone dioxide, 
15 dtric add anhydrous, pretreated soduim bicarbonate, .pseudoephedrine HCI, 
brompheniramine maleate, and aloe fieeze-dried powder. 

Uaqg a conventional tablet press in a humicfity controDed room (< 25 % RH), 
press tablets to a tablet weig^ of 500 nag. Protect tablets from moisture by sealing in 
glass jan or in foil pouches or blisters. Administration of one to two tablets is the 
20 normal and customary dosage. 

Sub^antially similar results are also obtained when the pharmaceudcaUy 
acceptable active is rqriaced, in whc^ or in part, widi a therqieudcally equivalent 
amount of dextromethorphan, HBr, dox^amine succinate, phei^ipropanolamine 
HO, chlorpheniramine maleate, guaifenesin, triprolidine HCI, diphenlqrdramine HCI, 
25 dtmenhydrinate, loperamide, simethicone, acetaminophen, acet^salic^c add, 
ibuprofen, fenbufen, fenoprofen, fl urbip r ofen , indomethadn, naproxen or mixtures 
thereof 

EXAMP^en 

A syrup of the present invention is prepared by sequentially dissolving each of 
30 the following ingredients with agitation in a stainless sted or ^ass ntbdiig tank: 



Ingredients Wei ght % 

dextromethorphan HBr 0. 1323 

guaifenesin 1.3230 

granular sugar 53.9920 

35 tween 80 0.0198 

glycmn 1.9850 

propylene glycol 17.8650 
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sodhun citrate 0.5181 

citric add, anhydrous 0.33 55 

potassium sorbate 0.0993 

aloe vera qmy-dried powdtf 0.7500 

5 water, purified q.8. to 100 ml 



Examples in and IV represent additional syrup formulations of the present 
invention made by combining the following components using convoitional mixing 
technology as described in Exanq)le IL 



10 EXAMPLEm 



Inizredifflts 


Wd&fat% 


acetaminophen 


3.3340 


dox^andne sucdnate 


0.0417 




0 2000 


dextromethorphan HBr 


0.1000 


etfiyl alcohol ,95% 


10.5263(% vAr) 


liouid susar 


66 000 


dtric add, anhydrous 


0.2986 


giycerm 


S.OOOO 


nroDvlene clvcol 


15.000 


flavor 


0.3700 


artifidal color 


O.OSOO 


aloe vera spray-dried powder 


2.4S00 


water, purified 


q.s. to 100 ml 


EXAMPLE IV 




Ingredients 


Wdpht% 


loperanude 


2.4400 


granular sugar 


54.1280 


tweenSO 


0.0199 


glycenn 


1.9999 


propylene glycol 


17.9100 


sodium dtrate 


0.5194 


dtric add, anhydrous ^ 


0.3363 


potasaum sorbate 


0.0995 


aloe vera fieeze-dried powder 


1.6300 


water, purified 


q.s. to 100 ml 
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WHAT IS CLAIMED TSr 

1. A phannaceutical composition suitable for oral administration coiiq)rising a 
safe and effective amount of at least one unpleasant tasting, pharmaceudcal 
active, characterized in that it fiirther comprises an effective amount, 
preferably from 0.01% to 2%, of an aloe vera component, preferably selected 
from the group consistiiv of aloe vera gd, decolorized aloe vera whole leaf 
and mixtures thereof for taste masking the unpleasant tasting, phannaccudcal 
active v^ierein the aloe vera component contains no more than 1% 
anthraquinones and i^iieretn the ratio of pharmaceudcal active to aloe vera 
component is at least 1.5:1. 

2. A pharmaceutical composition according to Claim 1 wherein the 
phamuceutical active is selected fix>m the group conasting of analgesics, 
decongestants, expectorants, antitusaves, antihistamines, and gastrointestinal 
actives and mixtures thereof 

3. A phan n ac euti cal conq>osition according to any one of the preceding claims, 
wherein the pharmaceutical active is selected fixmi the gnnq> of 
pharmaceutical actives condsting of acetaminophen, ibuprofen, naproxen, 
dex tr o m ethorphan, HBr, dox^amine succinate, pseudoephedrine HCl, 
phen^propanolamine HO, chlorpheniramine maleate, guaifenesin, triprolidine 
HQ, diphenhydramine HCl, and mixtures thereof preferably 
dextromethorphan and guaifenesin. 

4. A pharmaceutical composition according to any one of the preceding daims, 
^?^ierein the composition ad(fitionaUy contains one or more flavoring agents, 
preferably selecte d from tte group consisting of: menthol, peppei'uunt, 'Spcsr- 
nunt, raspberry, cranberry, cherry, orai^ vanilla, anise, bhieberry, banana, 
chocolate, caramel, strawberry, lemon, grape and mixtures thereof 

5. A pharmaceutical compositicm according to any one of the preceding claims, 
i^terein the composition additionally contain one or more sweetening agents, 
preferably sdected from the group consistirig of sodhmi saccharin, aspartame, 
acesuifeme k, monoammonium ^ycynhizate, sucrose, maimitol and mixtures 
thereof 
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6. A phannaceutical conqM>siti n according t any ne f the preceding daims, 
whernn the conqx>sition addttionaliy contains one r more releasing agents, 
preferably sdected sdected from the group consisting of: poiysorbate 80, 
sodium laurji sul&te, magne^um stearate and nuxtures thereof 

7. A phannaceutical conq>o8ition according to any one of the preceding daims, 
wherein the composition adcfitionally contains one or more cooling agent, 
preferably selected from the group conastiqg of: 3-1-menthoxypropane 1,2- 
dioi, N-ethyl*p4nenthane-3-caiboxamide, N,2,3-trimeth)i-2- 
isoprop^butanamtde and mixtures Aereof 
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